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DETAILED ACTION 
Claim Objections 

1. Claims 18-25 are objected to because of the following informalities: there are 
two claim 18's. Appropriate correction is required. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claim 1 1 rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

4. Claim 1 1 recites the limitation "said backbone" in line 5. There is insufficient 
antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

6. Claims 17-18, 21, and 22 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Conners 5306286. 

7. Conners teaches a staple assembly comprising: means for clamping or securing 
tissue inside of the body; means, engageable with the means for clamping or securing, 
for locking the staple in a closed position once the staple is positioned and closed on 
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desired tissue; wherein the means for clamp in or securing inside the body comprising a 
staple capable of being opened and closed, the staple being biased to an opened 
position, the staple having a biased open position angle that is greater then an open 
position angle of a staple holder component; wherein the staple is insertable into tissue; 
wherein the staple is made from shape memory or flexible metal; wherein the means for 
locking includes a backbone element, the staple having notches along a back of the 
staple to guide, accept, and secure the backbone to the staple; wherein the means for 
clamping or securing includes opposing legs of a single folded over member, the legs 
being formed in an arc configuration, the legs having distal tips that touch when the legs 
are in a closed position, the distal tips of the legs being pointed. 
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8. Claim 25 is rejected under 35 U.S.C. 102(b) as being anticipated by Wolfe, Jr. et 
al. 4667823. 

9. Wolfe, Jr. et al. teaches a tray with a plurality of first preformed holes, the tray 
also including a plurality of second preformed holes aligned with respective ones of the 
first preformed holes. The applicant has not positively claimed the staples. The 
limitation for holding staples is a functional limitation and is not given any patentable 
weight. 
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FIG. 3 

Claim Rejections • 35 USC § 103 

1 0. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

11. Claims 1-5, 6, 9, 14, 22 and 23 are rejected under 35 U.S.C. 103(a) as being 
unpatentable Deniega 4590937. 

12. Deniega teaches an stapling assembly comprising: a staple; means for securing 
the staple is a closed position; means for providing a working channel; and means for 
holding the staple during deployment. It should be noted that Deniega fails to 
specifically teach means for hold additional staples. However, it is well knowftin the art 
or packaging staples to provide a means for holding loose staples that are not in use. 
Therefore it would have been obvious to one having ordinary skill in the art at the time 
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the invention was made to package the staples for holding staples not in use so the 
staples will not be lost are scattered. 

13. Deniega teaches the stapling assembly in accordance with claim 1, wherein the 
staple is biased to an open position having an open-position angle greater than an 
open-position angle of the staple holder component; wherein the staple is insertable into 
tissue; wherein the staple has notches along a backside of the staple; wherein the 
staple is configured with opposing legs of a single folded over material, the legs formed 
in an arc configuration, the legs having distal tip that touch one another when the staple 
is closed, the distal tips of the legs being pointed; and wherein the means for providing 

a working channel comprises a distal end connected to a staple deployment 
mechanism, a proximal end connected to an actuation and handle mechanism, the 
means for providing a working channel comprising at least one lumen-forming elongate 
tube made of a flexible material and having a proximal and distal end (col. 4, lines 15- 
23). 

14. As to claim 4, Deniega discloses the claimed invention except for the staple 
being made from shape memory or flexible metal. It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to use a shape 
memory metal, since it has been held to be with the general skill of a worker in the art to 
select a known material on the basis of its suitability for the intended use as a matter of 
obvious design choice. In re Leshin, 125 USPQ 416. Also it is common knowledge to 
those of ordinary skill in the art to choose a material that has sufficient strength for the 
intended use of the material. Deniega teaches the use of a resilient material (col. 1 , 
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lines 20-28). Therefore it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to use a shape memory metal for it common property 
of being resilient. 

15. As to claim 9, Deniega discloses the claimed invention except for the means for 
holding and manipulation comprises metal. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to use metal, since it has 
been held to be with the general skill of a worker in the art to select a known material on 
the basis of its suitability for the intended use as a matter of obvious design choice. In 
re Leshin, 125 USPQ 416. Also it is common knowledge to those of ordinary skill in the 
art to choose a material that has sufficient strength for the intended use of the material. 

16. As to claim 22, Deniega teaches a staple and stapler assembly, with means for 
securing the staple in a closed position once the staple is positioned and closed on 
desired tissue, the means for securing comprising a backbone made of rigid material, 
capable of being slid over a backside of the staple and being secured firmly over the 
closed staple, locking into place over the closed staple. It should be noted that Deniega 
fails to teach jaws. Deniega does teach means for holding as shown in fig. 9. It would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to use jaws as an alternative means for holding the staple of Deniega as opposed 
to the hook like structure taught by Deniega. 

17. As to claim 23, Deniega teaches the staple and stapler assembly in accordance 
with claim 22, further comprising means for advancing the backbone over the staple, the 



Application/Control Number: 10/716,107 Page 8 

Art Unit: 3734 

means for advancing comprising a push bar, it would be inherent that the push bar have 
some type of handle to allow manipulation of the push bar (col. 4, lines 24-26). 




18. Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Conners. 

1 9. Conners discloses the claimed invention except for the staple being made from 
shape memory or flexible metal. It would have been obvious to one having ordinary skill 
in the art at the time the invention was made to use a shape memory metal, since it has 
been held to be with the general skill of a worker in the art to select a known material on 
the basis of its suitability for the intended use as a matter of obvious design choice. In 
re Leshin, 125 USPQ 416. Also it is common knowledge to those of ordinary skill in the 
art to choose a material that has sufficient strength for the intended use of the material. 
Conners teaches the use of a resilient material (col. 2, lines 52-53). Therefore it would 
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have been obvious to one of ordinary skill in the art at the time the invention was made 
to use a shape memory metal for it common property of being resilient. 

Allowable Subject Matter 

20. Claim 24 is allowable over the prior art of record. 

21. Claims 7, 8, 10-13, 15, and 16 objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

22. The following is a statement of reasons for the indication of allowable subject 
matter: the prior art of record fails to teach or render obvious the overall claimed 
invention of an endoscopic staple and stapler assembly for securing tissue internal to 
the body, comprising: a staple holder component including a pair of formed opposing 
jaws, opposing edges of the jaws being formed to securely hold the staple, the jaws 
being adapted to enter and grasp tissue, the jaws being attached to a drive mechanism 
that opens and closes the jaws, the jaws grasping targeted tissue and clamping the 
staple closed over the tissue while the backbone is slid over the closed staple. 

Contacts 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael G. Mendoza whose telephone number is (571) 
272-4698. The examiner can normally be reached on Mon.-Fri. 8:00 a.m. - 5:00 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Jackson can be reached on (571) 272-4697. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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